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ANDA 74-905

AUG 2 6 1997

Altana, Inc.

Attention: Virginia Carman
60 Baylis Road

Melville, NY 11747

Dear Madam:

This refers to your abbreviated new drug application dated May
23, 1996, submitted under Section 505(j) of the Federal Food,
Drug, and Cosmetic Act for Fluocinonide Ointment USP, 0.05%.

Reference is also made to your amendments dated August 5, 1996;
and February 26, March 5, April 4, July 14, and August 6, 1997.

We have completed the review of this abbreviated application and
have concluded that the drug is safe and effective for use as
recommended in the submitted labeling. Accordingly, the
application is approved. The Division of Bioequivalence has
determined that your Fluocinonide Ointment USP, 0.05% is
bioequivalent and, therefore, therapeutically equivalent, to the
listed drug (Lidex® Ointment 0.05% of Syntex USA, Inc.).

Under 21 CFR 314.70, certain changes in the conditions described
in this abbreviated application require an approved supplemental
application before the change may be made.

Post-marketing reporting requirements for this abbreviated
application are set forth in 21 CFR 314.80-81. The Office of

Generic Drugs should be advised of any change in the marketing
status of this drug.

. We request that you submit, in duplicate, any proposed
advertising or promotional copy which you intend to use in your
initial advertising or promotional campaigns. Please submit all
proposed materials in draft or mock-up form, not final print.
Submit both copies together with a copy of the propecsed or final
printed labeling to the Division of Drug Marketing, Advertising,
and Communications (HFD-240). Please do not use Form FD-2253
(Transmittal of Advertisements and Promotional Labeling for Drugs
for Human Use) for this initial submission.



We call your attention to 21 CFR 314.81(b) (3) which requires that
materials for any subsequent advertising or promotional campaign
be submitted to our Division of Drug Marketing, Advertising, and
Communications (HFD-240) with a completed Form FD-2253 at the
time of their initial use.

Sincerely yours,

Douglas L. Sporn

Director

Office of Generic Drugs

Center for Drug Evaluation and Research
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fougera®

FLUOCINONIDE OINTMENT USP, 0.05%

DESCRIPTION: Fluocinonide Ointment USP, 0.05% is intended for topical administration. The
active comp is the corti id Fluocinonide, which is the 21-acetate ester of fluocinolone
acetonide and has the chemical name pregna-1,4-diene-3,20-dione, 21-(acetyloxy)-6,9-difluoro-
11-hydroxy-16,17-[(1-methylethylidens)bis(oxy)l-. (6a.118,160)-. It has a molecular formula of
CasHa,F20, and a molecutar weight of 494.53. It has the foliowing structural formula:

i
Each gram of Fluocinonide Olntment USP, 0.05% édn

muiated oi base isting of glyceryl yi

ate, propylene glycol and white wax. if provides the occlusive and ient effects desi inan
ointment.

In this formulation, the active ingredient is totally in solution.

CLINICAL PHARMCOLOGY: Topical corti ids share anti-inft y. anti-pruritic and
vasoconstrictive actions. The ism of anti-inft y activity of the topical corticosteroids
is unclear. Various y including ictor assays, are used to compare and
predict potencies and/or clinical efficacies of the topical corticosteroids. There is some evidence to
suggest that a recogni « ion exists b ictor potency and therapeutic

efficacy in man.

Pharmacokinetics: The extent of percutaneous absorption of topical corticosteroids is deter-
mined by many factors including the vehicle, the integrity of the epidermal barrier, and the use of

occlusive dressings. Topical corty can be absorbed from normal intact skin. iffammation
and/or other disease processes in the skin increase pi ption. Occlusive dressing:
sut ially i the p: bsorption of topicai corticosteroids. Thus, pcclusive
dressings may be a valuable th ic adjunct for of resi dermatoSbs. (See

e p
DOSAGE AND ADMINISTRATION).
Once absorbed through the skin.‘tgpiml corticosteroids are handied through pharmacokinetic path-

ways similar o sy ically d cortice ids. Corticosteroids are bound to ptasma pro-
teins in varying degrees. Cortic ids are fized primarily in the liver and are then excret-
ed by the kidneys. Some of the topical corti ids and their ites are also into
the bile.

INDICATIONS AND USAGE: Fiuocinonide Ointment USP, 0.05% is indicated for the relief of the
inf y and pruritic if ions of cortic id-responsive der
CONTRAINDICATIONS: Topicat corti ids are ¢ indicated in those patients with a history

of hypersensitivity to any of the components of the preparation.

PRECAUTIONS: General: Systemic absorption of topicai corticosteroids has produced reversible
hypothaiamic-pituitary-adrenal (HPA) axis suppression, manifestations of Cushing’s syndrome,
hyperglycemia, and glucosuria in some patients. e,

Conditions which augment systemic absorption include the application.of the more potent steroids,
use over large surface area, prolonged use, and the addition of occlusive dressings.

Therefore, patients receiving a large dose of a potent topical steroict applied to a large surface area
or under an occlusive dressing should be evaluated periodically for evidence of HPA axis sup-
pression by using the urinary free cortisot and ACTH stimulation tests. if HPA axis suppression is
noted, an attempt should be made to withdraw the drug, to reduce the frequency of application, or
to substitute a less potent steroid.

Recovery of HPA axis function is generally prompt and complete upon discontinuation of the drug.
Infrequently, signs and symptoms of steroid withdi may occur, requiring supplemental sys-
temic corticosteroids.

Children may absorb proportionally larger amounts of topical corticosteroids and thus be more
susceptible to systemic toxicity. (See PRECAUTIONS - Pediatric Use.) !f irritation develops, lop-
ical corticosteroids should be di: inued and appropriate therapy instituted

As with any topical corticosteroid product, prolonged use may produce atrophy of the skin and sub-
cutaneous tissues. When used on intertriginous or flexor areas, or on the face, this may occur
even with short-term use.

(over)
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in the p! of gical infecti the use of an appropriate antifungal or

agent should be insti If a f: does not occur promptly, the corticosteroid

should be di d until the infection has been

Information for the Patient: Patients using topicat comoostefolds should receive the following

information and instructions:

1. This medication is to be used as di by the physician. 1t is for use only. Avoid
contact with the eyes.

2. Patients shouid be adwsed not to use this medication for any disorder other than for which it
was prescribed.

3. The treated skin area should not be bandaged or otherwise covered or wrapped as to be
occlusive unless directed by a physician.

4. Patients should report any signs of local adverse i pecially under
dressing.

5. Parents of pediatric patienis should be advised not to use tight-fiting diapers or plastic pants
on a child being treated in the diaper area, as these may
dressings.

Laboratory Tests: The following tests may be heipful in evaluating the HPA axis suppression:
Urinary free oomsol test; ACTH stimyiation test.

Carci L) pai of Fertility: Long-term animal studies have not been
performed o evaluate the L ial or the effect on ferhhty of topical corticosteroids.
Studies to determine mulagemcny with predmsolone and hy have g:
results.

Pregnancy: Teralogenic Effects: Pregnancy Category C. Cortk ids are

in laboratory animais when at relatively ow dosage fevels. The more
potent corticosteroids have been shown lo be te(atogemc after defmal application in laboratory
animals. There are no adk and studies in pregn women on

effects from topically applied corti ids. Therefore, topical cortk ids should be used dur-

ing pregnancy only if the potential benefit justifies the potential risk to the fetus. Drugs of this class
should not be used extensively on pregnant patients, in large amounts, or for prolonged periods
of time.
Nursmg Mothers: Itis not known whether topical inistration of cortk ids could resutt in
ption to produice d ble quantities in breast milk. Systemically admin-
istered corticosteroids are secreted inlo breast milk in quantities not likely to have deleterious
effect on the infant. Nevertheless, caution should be exercised when topical corticosteroids are
administered to a nursing woman.

Pediatric Use: Pediatric patients may demonstrate greater susceptiility to topical corticosteroid-
induced HPA axis suppression and Cushing's syndrome than mature patients because of a larger
skin surface area 1o body weight ratio.

Hypothalamic-pituitary-adrenal (HPA) axis suppression, Cushing's syndfome, and mtractamal
hypertension have been reported in children g topical corti of
adrenal suppression in chnldren include linear growth retafdauon delayed weaghl gain, low plasma
cortisol levels, and ab to ACTH hyper-
tenston include bulging 1omane|les headaches, and bilateral papiliedema.

i ion of topicat corti ids to children should be limited to the least amount compat-
vbie with an effective therapeutic regimen. Chronic corticosteroid therapy may interfere with the
growth and development of children.

ADVERSE REACTIONS: The following local adverse reactions are reported infrequently with top-
ical corticosteroids, but may occur more frequently with the use of occlusive dressings. These reac-
tions are listed in an approxi ing order of e: buming, itching, irritation, dry-
ness, folliculitis, hypertrichosis, if i periorat dermatitis, allergic
contact dermatitis, maceration of the skin, seoondary mfecnon skin atrophy, striae, miliaria.
OVERDOSAGE: Topically applied cort ids can be 1 in suffick to pro-
duce systemic effects. (See PRECAUTIONS )

DOSAGE AND ADMINISTRATION: Fluocinonide Ointment USP, 0.05% is generally appied to the
affected area as a thin film from two or four times daily depending on the severity of the condition.
Occlusive dressings may be used for the O of p or conditions. if an
infection develops, the use of occll gs should be d d and antimi-
crobial therapy instituted.

HOW SUPPLIED: Fluocinonide Qintment USP, 0.05% in 15 gram tubes, NDC 0168-0140-15, 30
gram tubes, NDC 0168-0140-30, 60 gram tubes, NDC 0168-0140-60.

Store at controtied room temperature 15°-30°C (58°-86°F). Avoid temperature above 30°C (86°F).

CAUTION: Federal law prohibits dispensing without prescription.

E. FOUGERA & CO.

approp

a division of Altana Inc.
MELVILLE, NEW YORK 11747
R2/97
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NDC 0168-0140-30
fougera®

FLUOCINONIDE
OINTMENT USP, 0.05%

For Topical Use Only
Not For Ophthalmic Use

USUAL DOSAGE: A small amount
should be gently massaged into the
affected area two to four times daily,
as needed.

See package insert for complete
product information.

E. FOUGERA & CO.
a division of Altana Inc.
MELVILLE, NEW YORK 11747
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| NDC0168-0140-15 ram contains: Flu = .
® -0.5 mg solubilized in'an olntmem Q R
! IOUger Qa ‘base consisting-of glyceryl mono- -
| ‘stearate, white petrolatum, propylene
FLUOCINONIDE -
' OINTMENT USP,
' 0.05% :
| For Topical Use Only —
i Not For Ophthalmic Use — S
| ] —_—
' USUAL DOSAGE: A small 3,_=
I amount should be gently mas- &N
| saged into the affected area two -
- 18%30C (59'-86‘F) Avoid - .
| to four times daully as needed. . tomperature above (86'F) : o)
See package insert for com- [ SeeahpdnbelotEm Date _ od L
I plete product information. Lot Number. vaz3? -
| & roucerA & co. : i
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